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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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7) 0 Claim(s) is/are objected to. 
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DETAILED ACTION 
Summary 

Receipt of Applicants Remarks and Amended Claims filed on August 4, 2008 is 
acknowledged. Claims 1-8 remain pending in this application. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Phillips (WO 01/51050). 

Phillips discloses a liquid oral pharmaceutical composition for the suppression of 
gastric acid secretion, prepared by mixing omeprazole or another proton pump inhibitor 
or derivative thereof with a solution including at least one buffering agent (page 29, lines 
22-31). Lansoprazole is disclosed (page 30, lines 7-10). Examples of buffering agents 
include sodium bicarbonate, potassium bicarbonate, magnesium hydroxide, magnesium 
lactate, magnesium glucomate, for example (page 30, line 29 through page 31, line 17). 
Various additives can be added to enhance stability, sterility, or isotonicity (page 32, 
lines 26-28). Thickening agents such as methylcellulose may be used to reduce the 
settling of the omeprazole or other PPI from the suspension (page 33, lines 6-1 1 ). 

Phillips further discloses the pharmaceutical composition comprising the PPI and 
at least one buffering agent in a form convenient for storage, whereby when the 
composition is placed into an aqueous solution, the composition dissolves yielding a 
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suspension suitable for enteral administration to a subject. The composition is a solid 
form prior to dissolution or suspension in an aqueous solution (page 33, lines 17-29). 
The resultant solution is stable at room temperature for several weeks (page 33, lines 
30-31). The solution maintains greater than 90% of its potency for 12 months (page 34, 
lines 1-3). Additionally, it is disclosed that once mixed the resultant solution can be used 
to provide dosages for a single patient over a course of time, or for several patients 
(page 34, lines 13-15). 

While the viscosity of the composition is not disclosed, it would be obvious to a 
person of ordinary skill the art to modify the viscosity in order to stabilize the solution 
and prevent settling of the PPI in the suspension as taught by Phillips in order to 
prepare an oral suspension for use as a suppressant of gastric acid secretion. 

Response to Arguments 

Applicant's arguments have been fully considered but they are not persuasive. 
Applicant argues there is no discussion of sodium bicarbonate having the ability to 
provide a liquid vehicle or having a pH of 6.5 or greater. While it is acknowledged that 
Phillips does not disclose the pH of the solution, he does disclose the same composition 
with the same active agents and buffering agents. pH is considered a property of the 
composition and therefore, barring a showing to the contrary, one would expect the 
composition of Phillips to have the same pH as the instant claims. Moreover, Phillips 
discloses the gastric pH before and after administration of the solution showing an 
increase in pH, therefore, the pH of the PPI solution has been taught to increase the pH 
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of the stomach sufficiently to achieve adequate bioavailability of the drug to effect 
therapeutic action as applicant has claimed the instantly claimed composition performs. 

Applicant additionally argues Phillips does not disclose a uniform suspension. 
The examiner respectfully disagrees. Phillips discloses the composition is in the form of 
a solution or suspension. The solution is stable for several weeks. Therefore, it is the 
position of the examiner that the solution would be uniform. Phillips additionally 
discloses percentages of each component that can be present and the use of thickeners 
to adjust the viscosity of the solution, therefore, it would have been within the 
knowledge of the skilled artisan to optimize the percentage of each component to arrive 
at a solution with the a physiologically acceptable pH range and a palatable viscosity for 
a solution to be administered enter ally. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA S. MERCIER whose telephone number is 
(571)272-9039. The examiner can normally be reached on 8:00am-4:30pm Mon 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Melissa S Mercier/ /MP WOODWARD/ 

Examiner, Art Unit 1615 Supervisory Patent Examiner, Art Unit 1615 



